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DETAILED ACTION 

Claims 1-11 are pending. Claims 1 and 11 are withdrawn as applicants had 
elected claims 2-10 are drawn to a method of treatment of cancer by various blcyclic 
heterocyclic compounds. Election was made with traverse in the reply filed on 
10/26/2006 is acknowledged. The traversal is on the ground(s) that search of Group II 
will inevitably reveal art to the other group and that simultaneous search would not be 
unduly burdensome. This is not found persuasive as group I encompasses a broader 
claim (claim 1) and the different inventions use structurally distinct compounds for the 
treatment of cancer. The searches for group I and II may be overlapping but group I 
requires further additional search. Thus the restriction requirement elected is made final. 
The requirement is still deemed proper and is therefore made FINAL. 

Claims 1 and 1 1 are withdrawn from further consideration pursuant to 37 
CFR1. 142(b), as being drawn to a nonelected invention, there being no allowable 
generic or linking claim. Applicant timely traversed the restriction (election) requirement 
in the reply filed on October 26 2006. 

Objection to Specification 

The specification (p 4, line 4) is objected for the following reasons: R 3 substitution 
"or deleted" is not clear. Appropriate correction is required. 

Claim Rejections • 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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Claims 2-10 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for cell cycle analysis with lactacystin does not 
reasonably provide enablement for the treatment of all types of cancer. The 
specification does not enable any person skilled in the art to which it pertains, or with 
which it is most nearly connected, to the invention commensurate in scope with these 
claims. 

The instant specification fails to provide information that would allow the skilled 
artisan to practice the instant invention without undue experimentation. Attention is 
directed to In re Wands, 8 USPQ2d 1400 (CAFC 1988) at 1404 where the court set 
forth the eight factors to consider when assessing if a disclosure would have required 
undue experimentation. Citing Ex parte Forman, 230 USPQ 546 (BdApIs 1986) at 547 
the court recited eight factors: 

(1) the nature of the invention; (2) the state of the prior art; (3) the relative skill of 
those in the art; (4) the predictability or unpredictability of the art; (5) the breadth of the 
claims; (6) the amount of direction or guidance presented; (7) the presence or absence 
of working examples; and (8) the quantity of experimentation necessary. 

(1) The nature of the Invention: 

The rejected claims are drawn to a method of treating cancer comprising 
administering a compound of formula listed in claim 2. 

(2) Breadth of the claims: 

Claims 2, 3 and 4 are broad as they drawn to a method of treating various types 
of cancer comprising administering a compound of formula listed in claim 2. The 
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complex nature of the subject matter of this invention is greatly exacerbated by the 
breadth of the claims. 

(3) Guidance of the Specification: 

The guidance given by the specification for treating various types of cancer 
comprising administering a compound of formula listed in claim 2 is none. No examples 
are provided for treating various types of cancer comprising administering a compound 
of formula listed in claim 2. The only example provided is the cell cycle analysis with 
lactacystin and no examples are provided for any of the lactacystin analogs including 
the species elected. 

The specification does not provide any relationship to how the cell cycle analysis 
could be useful for the treatment of cancer. 

(4) Working Examples: 

The specification does not provide any examples for treating various types of 
cancer comprising administering a compound of formula listed in claim 2. The only 
example provided is the cell cycle analysis with lactacystin and no examples are 
provided for any of the lactacystin analogs including the species elected. 

(5) The relative skill of those in the art: 

The relative skill of those in the medical treatment art is high, requiring advanced 
education and training. 

(6) The predictability of art: 

Claims 2, 3 and 4 are directed to a method of treating various types of cancer 
comprising administering a compound of formula listed in claim 2. The claims are so 
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broad and there is a high degree of unpredictability involved. Despite the advanced 
training in the medical treatment arts, the arts are highly unpredictable. 
(7) The Quantity of Experimentation Necessary: 

In order to practice the above claimed invention, one of skill in the art would have 
to first envision formulation, dosage, duration, route and, in the case of human 
treatment, an appropriate animal model system to test the lactacystin analog compound 
of formula listed in claim 2, to determine whether or not they are useful in the treatment 
of every type of cancer listed in claim 4. If unsuccessful, which is likely given the lack of 
significant guidance from the specification or prior art regarding the treatment of various 
types of cancers by lactacystin analog compound of formula listed in claim 2, one of skill 
in the art would have to envision a modification in the formulation, dosage, duration, 
route of administration etc. and appropriate animal model system, or envision an 
entirely new combination of the above and test the system again. Therefore, it would 
require undue, unpredictable experimentation to practice the claimed invention of 
treating various types of cancers comprising administering a compound of formula listed 
in claim 2. Applicant fails to provide information sufficient to practice the claimed 
invention, absent undue experimentation. Genetech, 108 F.3d at 1366 states that "a 
patent is not a hunting license. It is not a reward for search, but compensation for its 
successful conclusion" and "patent protection is granted in return for an enabling 
disclosure of an invention, not for vague intimations of general ideas that may or may 
not be workable". 
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Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 2, 5-10 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for cell cycle analysis with lactacystin does not 
reasonably provide enablement for any other compound of formula listed in claim 2. The 
specification does not enable any person skilled in the art to which it pertains, or with 
which it is most nearly connected, to the invention commensurate in scope with these 
claims. 

The instant specification fails to provide information that would allow the skilled 
artisan to practice the instant invention without undue experimentation. Attention is 
directed to In re Wands, 8 USPQ2d 1400 (CAFC 1988) at 1404 where the court set 
forth the eight factors to consider when assessing if a disclosure would have required 
undue experimentation. Citing Ex parte Forman, 230 USPQ 546 (BdApIs 1986) at 547 
the court recited eight factors: 

(1) the nature of the invention; (2) the state of the prior art; (3) the relative skill of 
those in the art; (4) the predictability or unpredictability of the art; (5) the breadth of the 
claims; (6) the amount of direction or guidance presented; (7) the presence or absence 
of working examples; and (8) the quantity of experimentation necessary. 

(1) The nature of the Invention: 
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The rejected claims are drawn to a method of treating cancer comprising 
administering a compound of formula listed in claim 2. 

(2) Breadth of the claims: 

Claim 2 is broad as it is drawn to a method of treating cancer comprising 
administering a compound of formula listed in claim 2. The complex nature of the 
subject matter of this invention is greatly exacerbated by the breadth of the claim. 

(3) Guidance of the Specification: 

The guidance given by the specification for treating cancer comprising 
administering a compound of formula listed in claim 2 is none. No examples are 
provided to treat cancer comprising administering a compound of formula listed in claim 
2. The only example provided is the cell cycle analysis with lactacystin and no examples 
are provided for any of the lactacystin analogs including the species elected. 

The specification does not provide any relationship to how the cell cycle analysis 
could be useful for the treatment of cancer. 

(4) Working Examples: 

The specification does not provide any examples for treating cancer comprising 
administering a compound of formula listed in claim 2. The only example provided is the 
cell cycle analysis with lactacystin and no examples are provided for any of the 
lactacystin analogs including the species elected. 

(5) The relative skill of those in the art: 

The relative skill of those in the medical treatment art is high, requiring advanced 
education and training. 
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(6) The predictability of art: 

Claim 2 is directed to a method of treating cancer comprising administering a 
compound of formula listed in claim 2. The claim is so broad and there is a high degree 
of unpredictability involved. Despite the advanced training in the medical treatment arts, 
the arts are highly unpredictable. 

(7) The Quantity of Experimentation Necessary: 

In order to practice the above claimed invention, one of skill in the art would have 
to first envision formulation, dosage, duration, route and, in the case of human 
treatment, an appropriate animal model system to test every lactacystin analog 
compound of formula listed in claim 2, to determine whether or not they are useful in the 
treatment of cancer. If unsuccessful, which is likely given the lack of significant guidance 
from the specification or prior art regarding the treatment of cancer by lactacystin analog 
compounds of formula listed in claim 2, one of skill in the art would have to envision a 
modification in the formulation, dosage, duration, route of administration etc. and 
appropriate animal model system, or envision an entirely new combination of the above 
and test the system again. Therefore, it would require undue, unpredictable 
experimentation to practice the claimed invention of treating cancer comprising 
administering the compounds of formula listed in claim 2. Applicant fails to provide 
information sufficient to practice the claimed invention, absent undue experimentation. 
Genetech, 108 F.3d at 1366 states that "a patent is not a hunting license. It is not a 
reward for search, but compensation for its successful conclusion" and "patent 
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protection is granted in return for an enabling disclosure of an invention, not for vague 
intimations of general ideas that may or may not be workable". 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 2 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claim 2, p4, and lines 17-18 indicate the R 3 substitution as "or 
deleted" which is not clear. Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 2-5, 9 and 10 are rejected under 35 U.S.C. 102(a) as being anticipated by 
Fenteany et al (PNAS, Vol. 91, pp 3358-3362). 

Fenteany et al. teaches clasto lactacystin (3-lactone (elected species of claim 2) 
inhibits cell cycle progression in an osteosarcoma cell line (Abstract, p3359, col. 2 para 
2, p 3361 , Table 2, compound 4). The reference teaches that the existence of a 
lactacystin target in cells is implied by the inhibition of MG-63 osteosarcoma cells by 
lactacystin and lactacystin analogs from progressing beyond the Gi phase of the cell 
cycle (p 3361, col. 2, para 1, lines 4-6, p 3359, col. 2, para 2). The reference inherently 
teaches the treatment of osteosarcoma by inhibiting the cell cycle progression. 



Application/Control Number: 10/706,877 
Art Unit: 1617 



Page 10 



Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Umamaheswari Ramachandran whose telephone 
number is 571-272-9926. The examiner can normally be reached on M-F 8:30 AM - 
5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on 571-272-0629. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or .access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



*** 




SREENI PADMANABHAN 
SUPERVISORY PATENT EXAMINER 



